May 2004 Recommended Performance Standards

TABLE OF CONTENTS

LISt Of TADIES..cccuiiiuiiiiiiiiniticniintinnientecsniisniessecsssessnssssesssnsssssessassssssssassssesssssssassssassssessassssassss iii
List of Acronyms and AbDreviations.........coueiervsercsssnecssnisssanssssanssssansssssssssssssssssssssssssssssssssssssses iv
Interagency Coordinating Committee on the Validation of Alternative
Methods (ICCVAM) Designated Agency Representatives ........ccceceeeeceeccssnncssnrcsssncsssencssssncnes vi
ICCVAM Dermal Corrosivity and Irritation Working Group (DCIWG) Members ........... vii
National Toxicology Program Interagency Center for the Evaluation of
Alternative Toxicological Methods (NICEATM) Staff .........cccevvrievvrinssnncnssnrcscnnrcssnnncssnsncsenne viii
g () T S ix
EXECULIVE SUMIMATY ccuuurriiiiiirnrecssssaniecssssssscsssssssessssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssss X
In Vitro Membrane Barrier Test Systems for Skin Corrosion...........ccceeeveeeeieeercieeeniveeenneenns xi
In Vitro Human Skin Model Systems for Skin Corrosion...........cceeeeveeeeieeeeeeesieeeeiveeennnnnn. xii
In Vitro Skin Transcutaneous Electrical Resistance (TER) Tests for Skin Corrosion ........ xiil
1.0 Purpose and Background of Performance Standards.........cccceeeverescvrcscnrcscnnecscnrccsnnecn 1
0 N 113 (016 10167 5 [ ) s DRSPS 1
1.2 Elements of ICCVAM Performance Standards.............ccceoeerieenieniiienienieeieeieeieene 1
1.3 ICCVAM Process for the Development of Performance Standards .............ccccceeeneene. 2
1.4 ICCVAM Development of Recommended Performance Standards for /n Vitro Test
Methods fOr SKin COTTOSION. .......eecuiiiiieriieeiieiie ettt seee e eee 3
2.0 In Vitro Membrane Barrier Test Systems For SKin Corrosion..........ccceceeeveeecssarccsaneces 11
2.1 BaCKGIOUNG .....ccoiiiieiiieciie ettt e et e e e e e e raeenenes 11
2.2 Principles of In Vitro Membrane Barrier Test Systems for Skin Corrosion................ 11
2.3 Essential Test Method COMPONENLS.....ccueiiruiieriieeiie ettt eee e eree e 12
2.4 Reference ChemiCals .........cccviiiiiiiiiiieciie ettt e st eaae e eaee e 15
2.5 Accuracy and Rellability......c..coooiiiiiiiieiiiieiiie e 16
3.0 In Vitro Human Skin Model Systems for SKin Corrosion ........ccccceeeeeeccsereccscssnsecssssnssecs 21
3.1 BaCKEIrOUNd .....cc.viiiiiieiie e ettt e e e e e e rae e naree s 21
3.2 Principles of /n Vitro Human Skin Model Systems for Skin Corrosion...................... 21
3.3 Essential Test Method COMPONENLS.........cccviieeiiiieiiiieciee et 22
3.4 Reference ChemiCals .........cceieiiiieiiieeiiiece e e e e aae e srae e s 25
3.5 Accuracy and Relability........ccccveiiiieiiiiiciiece e 25
4.0 In Vitro Skin Transcutaneous Electrical Resistance (TER)
Tests FOr SKin COrrosion ........iceeicineicnsseicsssnsssssnesssssssssassssssssssssssssssssssssssssasssssasssssasssssas 29
4.1 BacK@IOUNG......coooiieiiiieeiieeee et e e ennes 29
4.2 Principles of the In Vitro Skin TER Test for Skin Corrosion............cccceevveeveeniennen. 29
4.3 Essential Test Method COmMPONENLS.......c.eeeeriieeiiiieeiieeciie e 30
4.4 Reference ChemICALS ......c..covcuiiiiiiiiiiiie ettt e e e e e e eaae e e e e eens 35
4.5 Accuracy and Reliability .......c.ccoocuiiiiiiiiiiiiciiieeeeee e e 37
5.0 REFCIEICES cuueiierenerienissnnrecssssaniesssssnrsssssssssessssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssss 39



Recommended Performance Standards May 2004

Appendices
A. Federal Register Notice (July 1, 2003):
Notice of Availability of the ICCVAM Dermal Corrosivity and Irritation
Working Group Proposed Minimum Performance Standards (MPS) for
Three Types of In Vitro Methods for Assessing the Dermal Corrosivity
Hazard Potential of Chemicals; Request for Comments..........ccccoeveeeccccrnneeccsnnns A-1

B. Public Comments in Response to the Federal Register Notice
(JULY 1, 2003)..ccciciiiuicnnecnnsnensuccsenssnessessacssessansseessesssessesssessasssassssssaessasssassassssssssssess B-1

C. Minutes of the EPA Federal Insecticide, Fungicide, and

Rodenticide Act (FIFRA) Scientific Advisory Panel (SAP)
Meeting (October 28 and 29, 2003) .....ccccceeevueecssarecssarcssnressssssssssssssssssssasssssasssssases C-1

ii





